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The examiner notes that new art was discovered when examining some of 
applicant's other cases. As such, this application has been withdrawn from issue and 
the following non-final rejection applied. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 33-36, 38-42, 48, 49, 54-58, 62-65,70-73, 76-79, and 85-87 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Rhodes et al WO 92/13271. Rhodes 
shows a device in figure 2 including a housing that houses a sensor 30, 32 with an 
interface tip 36, with a distal first domain, i.e. surgical Dacron (polyester) fabric (see 
page 17 at the top) to support tissue ingrowth, a second domain, the outer membrane 
which is impermeable to macrophages (see page 7, lines 30-31 and pages 19+), which 
is made from silicone (page 22, line 16), a sensing membrane containing an enzyme 
(see page 7) lines 31 and 32) and a third layer that is an electrolytic phase, between the 
sensing layer and the sensor (see pages 7-8). Rhodes further teaches implanting the 
device wholly in a patient so as to elicit a foreign body capsule response, where the tip 
is anchored by means of a capsular attachment layer, the Dacron coating on the sides 
and bottom of the device. Claim 35 is rejected in that there is further an angiogenic 
layer, screen 46 treated with a angiogenesis factor. Claim 36 is rejected in that Dacron 
is non-smooth. Claim 38 is rejected for the reasons given above, noting that the layer 46 
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is a vascularization promoting layer. Claim 42 is rejected in that the device includes a 
transmitter for transmitting data to the exterior of the body(see page 1 5, line 9). Claims 
48 and 49 are rejected in that the enzyme used is glucose oxidase. With respect to 
claims 56-58, it is the examiner's position that given that the device has the same 
structure as the claimed invention, it would measure glucose accurate for the time 
periods. Claim 62 is rejected in that the first domain stabilizes over time. Claims 70-72, 
and 76-78 are rejected for the reasons given above. Claim 85 is rejected in that the 
Dacron layer extends across a top surface of the device (depending on the orientation) 
and anchors the device in place. 

Claims 33, 34, 36-42, 48, 49, 54-56, 59. 62-65, 70. 73, 76-79, 85-87 are rejected 
under 35 U.S.C. 102(b) as being anticipated by the Gilligan et al article entitled 
"Evaluation of a Subcutaneous Glucose Sensor out to 3 months in a dog model." 
Gilligan in figure 1 shows a device having a housing, a first domain, the Dacron Velour 
layer on the top surface in the figure, a second domain - the bioprotective membrane, a 
sensing membrane including glucose oxidase, an electrolytic phase, i.e. electrolyte, and 
a sensor. Gilligan teaches a method of monitoring glucose by implanting the device for 
up to 3 months and explanting it after the time is up. Gilligan further teaches having a 
wireless transmitter inside the device. In addition, the Dacron layer on the sides and 
bottom of figure 1 is a capsular attachment layer and a vascularization promotion layer, 
which serve to anchor the device in place. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 37 and 87 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rhodes et al in view of the Gilligan et al article entitled "Evaluation of a 
Subcutaneous Glucose Sensor out to 3 months in a dog model." Gilligan further 
teaches that the Dacron jacket can be made from a Dacron velour. Hence, it would 
have been obvious to modify Rhodes to use such a layer, as it is merely the substitution 
of one known material for another. 

Claims 59-61, 66-69, 73-75, and 80-83 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Rhodes et al. With respect to claims 59-61 and 73-75, the 
examiner takes official notice that it is known to explant the device when the useful life 
of the device is over. With respect to claims 66-69 and 80-83, the examiner takes 
official notice that all of the sensors recited are known glucose sensors. Hence, it would 
have been obvious to modify Rhodes to use any of the recited sensors, as it is merely 
the substitution of one known equivalent sensor for another. 

Claims 59-61, 66-69, 73-75, and 80-83 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gilligan et al. With respect to claims 59-61 and 73-75, the 
examiner takes official notice that it is known to explant the device when the useful life 
of the device is over. With respect to claims 66-69 and 80-83, the examiner takes 
official notice that all of the sensors recited are known glucose sensors. Hence, it would 
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have been obvious to modify Gilligan et al to use any of the recited sensors, as it is 
merely the substitution of one known equivalent sensor for another. 

Claim 84 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gilligan 
et al in view of Allen et al 5322063. Allen et al shows a device where the sensor 
interface extends out from the housing. As such, it would have been obvious to modify 
Gilligan to have the interface extend outwardly from the housing, as it is merely the 
substitution of one known configuration for another. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert L. Nasser whose telephone number is (571) 272- 
4731. The examiner can normally be reached on Mon-Fri, variable hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Robert L. Nasser 
Primary Examiner 

ROBERT LN^SER 
FRi?MRYB(Aft!B^SER 



